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GENERAL ASSENT TO PARTICIPATE IN RESEARCH 

TITLE:  [Insert the full title of the research project]

SPONSOR: [Put the name of the sponsor here.] The sponsor is the individual or entity that is responsible for the oversight of the study. 

FUNDER: [Put the name of the organization/company providing funds, drugs and/or equipment here.] For example, if the study is funded by Canadian Institutes of Health Research (CIHR), then the University of Calgary would be considered the sponsor, and CIHR would be considered the Funder. If the funder and the sponsor are the same entity (for example, an industry sponsored study), then remove the Funder section and only include Sponsor. 

INVESTIGATORS: [State the name of the local Principal Investigator followed if desired by the names of co-investigators.]

[Put the main contact telephone numbers here, including area code]

INTRODUCTION 
A research study is a way to find out new information about something.  People don’t need to participate in a research study if they don’t want to participate.
You can talk this over with your [parents/guardians/other] before you decide whether or not to participate. We will also ask your [parents/guardians/other] to give their permission for you to take part in this study.  But even if your [parents/guardians/other] say “yes” you can still decide not to do this.  
WHY IS THIS STUDY BEING DONE?
In approximately 2 sentences, using a language that is easily understandable by the participants in the study, and avoiding jargon and technical terms, state what the study is designed to assess or establish. 
You are being asked to take part in this research study because we are trying to learn more about [describe what is being studied].  We are asking you to be in the study because [state why the participant is being asked to participate].  About [enter number] people will be in this study.

WHAT WILL HAPPEN IF I TAKE PART IN THIS STUDY?
If you decide to take part in this study, here are some things that will happen: 
List and describe the procedures/tests/activities and their frequency chronologically using simple language, short sentences and short paragraphs. 
Use bullets or number the paragraphs as appropriate.
If there are questionnaires or interviews, describe the types of questions. 
Specify location and timing of the study activities, as appropriate. 
If the study will include experimental and non-experimental procedures, please specify which procedures are experimental. 

Describe how long participation will be. Example Statements: 
[Short-term/simple study:] You will be in the study a total of about XX hours, over a period of XX days/weeks.  
[Long-term/complex study:] You will be asked to XXX every XXX for [months / weeks / until a certain event]. 

When appropriate, state that the study will involve long-term follow-up and specify time frames and requirements of follow-up. If study participation will require that school or other activities may be missed, please state so.
ARE THERE ANY POTENTIAL RISKS OR DISCOMFORTS THAT I CAN EXPECT FROM THIS STUDY?
Describe risks and discomforts using terms the participant would know and understand. 
· If blood is taken, indicate how much in a way that is easily (for example, in teaspoons). Also describe the possibility of bruising or swelling while giving blood, or other possible discomforts at the site where blood is drawn. 

· Describe any injections or side effects from study medications (e.g. stomach aches, headache). 

· Describe if being in this study will mean that the participant will miss school/work/ other activities that are important to them. 

[Include for minors, if applicable:] Reproductive Information 
If the minor is of childbearing capacity researchers must first discuss pregnancy testing and contraception needs with the minor in private before the study is mentioned to the parents. If the minor does not want their parent(s) or legal guardian to know about their sexual activity, this should not be discussed with the parent(s) or legal guardian. 

If researchers are concerned about the challenges of keeping a minor’s health information private, the researchers should seek guidance/assistance from the Chair of the CHREB or a delegate.

If you are female, then it’s important that you understand that the medication or medical tests that will be done in this study might harm a baby.  We don’t make assumptions about any females’ activities and just have a standard way of doing things.  We will be testing you to see if you are pregnant before and at intervals during the study.  If you are pregnant, then you can’t take part in the study. If you become pregnant during the study, then you will be withdrawn from the study.  If you are, or become, pregnant, then we will do our best to protect your confidentiality.  We will only tell your [parents/guardians/other] that you aren’t suitable for the study.   We will tell you where you can get advice and help with your pregnancy.

If you are a female and having sex with a male, then you will be required to use birth control during this study.  We would like to discuss the best methods of birth control with you so that you don’t become pregnant.  Again, we won’t give this information to your [parents/guardians/other], and we’ll do our best to protect your confidentiality. 

If you are a male, and having sex with a female, then it’s important that your partner doesn’t get pregnant.  You are required to use effective birth control.  If you are sexually active, then we’ll keep this information confidential.  We would like to discuss the best methods of birth control with you so that a pregnancy doesn’t occur.  If your partner does become pregnant, then please tell us as soon as possible, because the study medicine may be harmful to your sperm and therefore to the baby. Again, we’ll make every effort to keep your information on birth control and pregnancy confidential.   

WILL THE STUDY HELP ME?
Describe any direct benefits to the participant from taking part in the research. If there are no direct benefits, omit this section. 
WILL THE STUDY HELP OTHERS?
Describe any benefits to society from the research, especially if there are no direct benefits to participants. 
Example: This study might find out things that will help other people with [insert name of disease or condition being studied] someday.
WHO WILL SEE THE INFORMATION COLLECTED ABOUT ME?
The information collected about you during this study will be kept safely locked up.  Nobody will read it except the people doing the research.  The study information about you [will/will not] be given to your [parents/guardians/other] The researchers won’t tell your friends or anyone else that you are in this study, or share any information about you. 
DO I HAVE TO BE IN THE STUDY?
You don’t have to be in the study.  It is up to you. No one will be upset if you don’t want to do this study.  You can say yes, or you can say no.  You can also take more time to think about being in the study.
If you want to stop, then all you have to do is tell us you want to stop.  No one will be mad at you if you don’t want to be in the study, or if you say yes now then want to stop later.
WHAT DO I GET FOR BEING IN THE STUDY?
[If applicable]: You will get [enter amount or item] for [each visit/entire study].
WHO CAN I CONTACT IF I HAVE QUESTIONS ABOUT THIS STUDY?
The Research Team:

You can ask any questions that you may have about the study.  If you have a question later that you didn’t think of now, either you can call or have your parents call [insert name(s)] at [insert phone number(s)]. You can also take more time to think about being in the study and also talk some more with your parents about being in the study.

WOULD YOU LIKE TO BE IN THIS RESEARCH STUDY?
If you decide to be in the study, then please write your name below.  You can change your mind and stop being part of the study at any time.  All you have to do is tell us.  It’s okay.  The researchers and your parents won’t be upset with you

 Yes, I want to be in this study. 
   No, I don’t want to do this.

________________________________

Name of Participant 

________________________________
       
_____________________

Signature of Participant 



Date

SIGNATURE OF PERSON OBTAINING ASSENT

________________________________

Name of Person who received assent

________________________________
       
_____________________

Signature of Person who received assent
Date

You will be given a copy of this paper to keep.
CONJOINT HEALTH RESEARCH ETHICS BOARD ASSENT FORM TEMPLATE





Template Instructions: 





Delete this boxed information, all instructional text in red, and any sections of the consent template that are not applicable to your study. 





Instructions and examples for informed consent authors are in [italics]





Blue text indicates that the Principal Investigator should provide the appropriate information before the document is reviewed with the prospective research participant. 





The font color of the finished consent document should be black. 





The reading level of the final consent should be grade 4, use a readability index such as � HYPERLINK "http://www.hemingwayapp.com/" ��hemingwayapp.com� to confirm





In the footer of every page insert the following information:  Ethics ID, PI, Study Title, Version Number, Version Date, and page number expressed as ‘Page X of Y’ (e.g. 1 of 2)





Note: this form can be used for minors 11 years and older, female minors with reproductive capacity, and adults lacking decision-making capacity)








UCLA IRB Number:

Expiration Date:

Ethics ID: REBXX-XXXX

Study Title: insert study title here 

PI: list local PI name here 

Version number & Version date: 
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